Draft Guidances Relating to the Regulation of Human Cells, Tissues or Cellular or Tissue-Based Products

Part 15 Public Hearing Draft Agenda
April 13, 2016
FDA White Oak Campus

10903 New Hampshire Ave, Building 31, Room 1503, Great Room

Silver Spring, Maryland 20903

8:00-8:15 AM: Presiding Officer Opening Remarks and Introduction of Panel Members

8:15-9:46: Session 1

8:15-8:18:

8:19-8:22:

8:23-8:26:

8:27-8:30:

8:31-8:34:

8:35-8:38:

8:39-8:42:

8:43-8:46:

8:47-8:50:

8:51-8:54:

8:55-8:58:

8:59-9:02:

9:03-9:06:

9:07-9:10:

9:11-9:14:

9:15-9:18:

9:19-9:22

9:23-9:26:

9:27-9:30:

Allosource

Atlanta Medical Center

AZ Pain Centers

Birth Tissue Recovery, LLC

California Stem Cell Treatment Center and Cell Surgical Network
CAREStream America

Celebration Stem Cell Center
Centeno-Schultz Clinic

Harvard Apparatus Regenerative Technology
INCELL Corporation LLC

Intellicell BioSciences

Johnson & Johnson

LifeLink Tissue Bank

LifeNet Health

Long Island Plastic Surgical Group

MedCentris

: Info Health Global

Millennium Medical Technologies

MiMedx Group, Inc.



e 9:31-9:34: Minnesota Medical & Rehabilitative Services
e 9:35-9:38: Musculoskeletal Transplant Foundation
e 9:39-9:42: National Spine & Pain Centers
e 9:43-9:46: Oregon Regenerative Medicine
9:47-9:55: Questions from panel
9:55-10:25 Break

10:25-11:48: Session 2

10:25-10:28:

10:29-10:32:

10:33-10:36:

10:37-10:40:

10:41-10:44:

10:45-10:48:

10:49-10:52:

10:53-10:56:

10:57-11:00:

11:01-11:04:

11:05-11:08:

11:09-11:12:

11:13-11:16:

11:17-11:20:

11:21-11:24:

11:25-11:28:

11:29-11:32:

11:33-11:36:

Organogenesis Inc.

RTI Surgical

StemGenex, Inc.

U.S. Stem Cell Inc. (FKA BIOHEART Inc.)
Robert W. Alexander, M.D.
Scott R. Graham, M.D
Shay Bess, M.D.

Julie Cerrone

Ann A. Connolly

Shawn Connolly

Elio Coradin

Terri Coutee

Charles S. Cox, Jr., M.D.
Pamela Fricke

Brian Gates

Jarvis P. Green

Candace Hart

David Jacobs, M.D.



e 11:37-11:40: Carolyn M. Salafia, M.D.
e 11:41-11:44: George U. Sauter
e 11:45-11:48: John Klimkiewicz, M.D.
e 11:49-11:52: Samantha Wilkinson
11:52-12:00 Questions from panel
12:00-1:00: Lunch: Ala Carte items will be available for purchase on site
1:00-1:35: Session 3
e 1:00-1:03: MaryAnn Chirba, J.D.
e 1:04-1:07: Case Western Reserve University
e 1:08-1:11: Indiana University School of Medicine
e 1:12-1:15: Wake Forest University School of Medicine
e 1:16-1:19: Navigant Consulting
e 1:20-1:23: OrthoKinetic Technologies, LLC
e 1:24-1:27: Parenteau BioConsultants
e 1:28-1:31: Alston & Bird LLP
e 1:32-1:35: Topher Stephenson, M.D.
1:36-2:52: Session 4
e 1:36-1:42: Alliance for Regenerative Medicine
e 1:43-1:49: Alliance of Wound Care Stakeholders
e 1:50-1:56: American Association of Tissue Banks
e 1:57-2:03: Bipartisan Policy Center
e  2:04-2:10: California Institute for Regenerative Medicine
e 2:11-2:17: Coalition of Wound Care Manufacturers
e 2:18-2:24: Curemonos

e 2:25-2:31: Foundation for the Accreditation of Cellular Therapy



e 2:32-2:38: International Society for Cellular Therapy
e 2:39-2:45: National Center for Health Research
e  2:46-2:52: Patients for Stem Cells
2:52-3:00: Questions from panel
3:00-3:30: Break
3:30-4:53: Session 5
e 3:30-3:36: The Amputee Coalition
e 3:37-3:43: The Cord Blood Association
e 3:44-3:50: The Cure Alliance
e 3:51-3:57: Academy of Regenerative Practices
e 3:58-4:04: Alliance for the Advancement of Cellular Therapies

e 4:05-4:11: American Association of Neurological Surgeons and Congress of Neurological
Surgeons

e 4:12-4:18: American College of Surgeons
e 4:19-4:25: American Society of Plastic Surgeons
e 4:26-4:32: Biologic Orthopedic Society
e 4:33-4:39: International Cellular Medicine Society
e 4:40-4:46: International Federation for Adipose Therapeutics and Science
e 4:47-4:53: The Plastic Surgery Foundation
4:53-5:00: Questions from panel

5:00-Close: Closing statement from Presiding Officer
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8:00-8:15 AM: Presiding Officer Opening Remarks and Introduction of Panel Members

8:15-9:46: Session 1

· 8:15-8:18: Allosource 


· 8:19-8:22: Atlanta Medical Center 


· 8:23-8:26: AZ Pain Centers 


· 8:27-8:30: Birth Tissue Recovery, LLC 


· 8:31-8:34: California Stem Cell Treatment Center and Cell Surgical Network 

· 8:35-8:38: CAREStream America 

· 8:39-8:42: Celebration Stem Cell Center 

· 8:43-8:46: Centeno-Schultz Clinic 

· 8:47-8:50: Harvard Apparatus Regenerative Technology 

· 8:51-8:54: INCELL Corporation LLC 

· 8:55-8:58: Intellicell BioSciences 

· 8:59-9:02: Johnson & Johnson 

· 9:03-9:06: LifeLink Tissue Bank 

· 9:07-9:10: LifeNet Health 

· 9:11-9:14: Long Island Plastic Surgical Group 

· 9:15-9:18: MedCentris 

· 9:19-9:22: Info Health Global 

· 9:23-9:26: Millennium Medical Technologies 

· 9:27-9:30: MiMedx Group, Inc. 

· 9:31-9:34: Minnesota Medical & Rehabilitative Services 

· 9:35-9:38: Musculoskeletal Transplant Foundation 

· 9:39-9:42: National Spine & Pain Centers 

· 9:43-9:46: Oregon Regenerative Medicine 
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9:55-10:25 Break 

10:25-11:48: Session 2

· 10:25-10:28: Organogenesis Inc. 

· 10:29-10:32: RTI Surgical 

· 10:33-10:36: StemGenex, Inc. 

· 10:37-10:40: U.S. Stem Cell Inc. (FKA BIOHEART Inc.)

· 10:41-10:44: Robert W. Alexander, M.D. 

· 10:45-10:48: Scott R. Graham, M.D

· 10:49-10:52: Shay Bess, M.D.

· 10:53-10:56: Julie Cerrone 

· 10:57-11:00: Ann A. Connolly 

· 11:01-11:04: Shawn Connolly 

· 11:05-11:08: Elio Coradin

· 11:09-11:12: Terri Coutee 

· 11:13-11:16: Charles S. Cox, Jr., M.D. 

· 11:17-11:20: Pamela Fricke 

· 11:21-11:24: Brian Gates 

· 11:25-11:28: Jarvis P. Green 

· 11:29-11:32: Candace Hart 

· 11:33-11:36: David Jacobs, M.D. 

· 11:37-11:40: Carolyn M. Salafia, M.D. 

· 11:41-11:44: George U. Sauter 

· 11:45-11:48: John Klimkiewicz, M.D. 

· 11:49-11:52: Samantha Wilkinson 


11:52-12:00 Questions from panel 

12:00-1:00: Lunch: Ala Carte items will be available for purchase on site

1:00-1:35: Session 3

· 1:00-1:03: MaryAnn Chirba, J.D. 


· 1:04-1:07: Case Western Reserve University 


· 1:08-1:11: Indiana University School of Medicine


· 1:12-1:15: Wake Forest University School of Medicine


· 1:16-1:19: Navigant Consulting


· 1:20-1:23: OrthoKinetic Technologies, LLC 


· 1:24-1:27: Parenteau BioConsultants 


· 1:28-1:31: Alston & Bird LLP


· 1:32-1:35: Topher Stephenson, M.D. 


1:36-2:52: Session 4


· 1:36-1:42: Alliance for Regenerative Medicine 


· 1:43-1:49: Alliance of Wound Care Stakeholders 

· 1:50-1:56: American Association of Tissue Banks

· 1:57-2:03: Bipartisan Policy Center

· 2:04-2:10: California Institute for Regenerative Medicine 

· 2:11-2:17: Coalition of Wound Care Manufacturers 

· 2:18-2:24: Curemonos 

· 2:25-2:31: Foundation for the Accreditation of Cellular Therapy 

· 2:32-2:38: International Society for Cellular Therapy 

· 2:39-2:45: National Center for Health Research

· 2:46-2:52: Patients for Stem Cells 

2:52-3:00: Questions from panel 

3:00-3:30: Break 

3:30-4:53: Session 5

· 3:30-3:36: The Amputee Coalition 

· 3:37-3:43: The Cord Blood Association 

· 3:44-3:50: The Cure Alliance 

· 3:51-3:57: Academy of Regenerative Practices 

· 3:58-4:04: Alliance for the Advancement of Cellular Therapies

· 4:05-4:11: American Association of Neurological Surgeons and Congress of Neurological Surgeons 

· 4:12-4:18: American College of Surgeons 

· 4:19-4:25: American Society of Plastic Surgeons 

· 4:26-4:32: Biologic Orthopedic Society

· 4:33-4:39: International Cellular Medicine Society 

· 4:40-4:46: International Federation for Adipose Therapeutics and Science

· 4:47-4:53: The Plastic Surgery Foundation 

4:53-5:00: Questions from panel 

5:00-Close: Closing statement from Presiding Officer


